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POCCUNCKASA ®EQEPALIUA
®EQEPANbHbLIA 3AKOH

O BHECEHWU U3MEHEHUN
B OTAENbHBLIE 3AKOHOOATEJIbHbIE AKTbl POCCUUCKOM ®ENEPALIUA
no BONPOCAM NPUMEHEHNA NH®OPMALIMOHHbIX TEXHOJIOIMA B COEPE
OXPAHbI 310POBb#A

MpuHaT
MocynapctBeHHon [ymon
21 mona 2017 roga

OpobpeH
CoseTtom degepaunmn
25 nona 2017 ropa

Cratbsa 1

BHectn B cTatbio 26 PepepanbHoro 3akoHa oT 8 sHeapsa 1998 roga N 3-03 "O HapkoTU4yeckux CpeacTBax U
ncuxoTponHbix BewecTeax" (CobpaHne 3akoHopaTenbcTBa Poccuiickon degepaumm, 1998, N 2, ct. 219; 2003, N 27, cT.
2700; 2011, N 49, cT. 7019; 2013, N 48, cT1. 6165; 2016, N 27, cT. 4238) cneaytoLine N3mMeHeHns:

1) OyHKT 1 M3NOXWTb B criegyloLlen pegakumn:

"1. PeuenTbl, cogepallme HasHa4YeHne HapKoTUYECKUX CPpeacTB UM NCUXOTPOMHLIX BeLecTB, OPOPMISIOTCSA Ha
cneumanbHblX OnaHkax Ha OymaxHom HocuTene u (Mnu) GOPMUPYIOTCA C cornacusi nauvMeHTa UM ero 3aKOHHOro
npeactaButenss B dOpMe  SMEKTPOHHbIX  [OKYMEHTOB, MOAMWCaHHbIX C  MCNOMb30BaHWEM  YCUIEHHOW
KBanMduLUMPOBaHHOW 3MEKTPOHHOW MOAMMCK fevallero Bpada unu denbalepa, akyLepKn, Ha KOTOPbIX BO3MOXEeHb!
dyHKUMM nevallero Bpaya, 1 COOTBETCTBYHOLLEN MEeOULNHCKON opraHu3aumn.”;

2) OyHKT 2 nocrne cnoB "npasuna ogopmrieHus" AOMOMHUTL crioBamu ", B TOM 4ucrne B (popMe 3NEKTPOHHbIX
[OKYMEHTOB,".

CraTbs 2
BHectn B ®epepanbHbin 3akoH ot 12 anpens 2010 roga N 61-®3 "O6 obpalyeHnn nekapcTBeHHbIX cpeacTts”

(CobpaHnue 3akoHopaTensctBa Poccunickon ®epepaumm, 2010, N 16, cr. 1815; 2011, N 50, cT. 7351; 2012, N 26, cT.
3446; 2013, N 48, cT. 6165; 2014, N 52, c1. 7540; 2015, N 29, cT. 4367) cneayoLine N3MeHeHus:

1) nyHKT 53 cTathu 4 N3MNOXNUTL B CReayoLwen pegakumm:

"53) peuenT Ha nekapcTBEHHbIM npenapaTt - MeOULUHCKUA OOKYMEHT YyCTaHOBNEHHOoW ¢hopMbl, COAEpXalluuii
Ha3Ha4YeHne nekapCTBEHHOro npenapaTta Ans MeOUUUHCKOrO MPUMEHEHUS!, BblAAHHbLIN MEANUMHCKUM paboTHUKOM B
Lenax oTrnycka NiekapCTBEHHOro npenapara Unn ero U3roToBfeHnst 1 oTnycka Ha GyMakHOM HocuTene Uinm ¢ cornacus
naumeHTa UM ero 3aKOHHOro MpeacTaBuTENs B (DOPME SNEKTPOHHOTO JOKYMEHTa, NOAMNMCaHHOrO C UCMOSb30BaHUEM
yCUNEeHHoON KBannUUMPOBAHHOW 3NEKTPOHHOW MOANMUCU MEeOUUMHCKOro paboTHuKa, NMMBO OOKYMEHT YCTaHOBIIEHHOM
dopMbl, coaepXalwuin HasHa4yeHue JeKapCTBEHHOro npenapaTta Ans BETEePUHAPHOro MPUMEHEHUS, BblOaHHbIN
BETEPVMHAPHLIM PabOTHMKOM B LIENsiX OTNycka JIeKapCTBEHHOrO npenapata WM ero U3roToBMEHUs W OTnycka Ha
BymaxHom HocuTene;";

2) cTatblo 6 AOMNOMHUTE NMYHKTOM 4 CrieayoLwero CoaepKaHums:

"4) npuHATME pelweHns ob ucnonb3oBaHUM Ha TeppuTopum cybbekta Poccuiickon depepauun Hapsgy C
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peuenTamMy Ha neKkapcTBeHHble npenapartbl, 0POPMIEHHbIMW Ha ByMaXHOM HocuTerne, peLenToB Ha feKkapCTBEeHHbIe
npenapaTbl, CPOPMUPOBAHHbLIX B POPME 3MNEKTPOHHBLIX JOKYMEHTOB.".

Cratbsn 3

BHectn B ®epepanbHbinn 3akoH oT 21 Hosbps 2011 roga N 323-03 "O6 ocHoBax oXxpaHbl 300pOBbA rpaxaaH B
Poccuiickon ®epepaummn” (CobpaHune 3akoHogaTenbctBa Poccunckon ®epepaunn, 2011, N 48, cT. 6724; 2012, N 26,
cT. 3446; 2013, N 27, c1. 3477; N 39, c1. 4883; N 48, cT. 6165; 2014, N 30, cT. 4257; N 43, cT. 5798; N 49, cT. 6927,
6928; 2015, N 1, cT. 85; N 10, cT1. 1425; N 27, cT1. 3951; N 29, cT. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, cT.
2488; N 27, c1. 4219; 2017, N 18, cT. 2663) cnefyoLume N3MeHeHNs:

1) cTaTbio 2 AOMONHUTL MYHKTOM 22 CrieAyoLLero CoaepXaHus:

"22) TenemeguUMHCKME TEXHOMOrMU - MHAOPMAaLMOHHbIE TexHonorun, obecneuvBalowme AUCTAHUUOHHOE
B3aUMOEWNCTBUE MEOULMHCKUX pabOTHMKOB Mexay coboi, ¢ naumeHTaMmu U (UNn) UX 3aKOHHbIMWU NPeaCcTaBUTENSAMU,
MOeHTUUKaUNIO U ayTeHTUMUKAUMIO YKa3aHHbIX JUL, [LOKYMEHTMPOBaHWE COBEpLUAEMbIX WMW [OEWCTBUA Npwu
NPOBEAEHUN KOHCUIMYMOB, KOHCYNbTaUWUA, AMCTAHUMOHHOINO MEOMLUMHCKOro HabniogeHus 3a COCTOSIHMEM 3[40POBbS
nayuenTa.";

2) ctatbto 10 gononHuTh NyHKTOM 10 cnefytoLlero cogepxaHus:

"10) npUMeHeHNeM TenemeguLMHCKUX TEXHONMOMMR.";

3) Byactu 2 ctatbu 14:

a) B nyHkTe 11 cnosa "anekTpoOHHOM BuAe" 3aMeHUTb crioBamu "PopMe 3NEKTPOHHbLIX AOKYMEHTOB, NOPSAKOB UX
BeaeHus";

6) B OyHKTEe 16 croBa "u BbIMUCLIBAHUS" UCKITIOYNTD;

4) yacTb 7 ctatbu 20 U3NOXUTL B CrieayroLlen peaakuum:

"7. 'HdopmMmpoBaHHOe JOBPOBONBHOE corfiacue Ha MeAMLMHCKOE BMELIATeNbCTBO MM OTKa3 OT MEeOULMUHCKOro
BMeLLaTeNnbCTBa COAEPXKMTCA B MEOMUMHCKON OOKYMEHTauuu rpaxgaHvHa u odopMmnseTrcs B Buae AOKyMEHTa Ha
BymMaxHOM HocuTene, NOAMMCaAHHOIO rpak4aHWHOM, OOHUM W3 POAMTENEen UMU MHbIM 3aKOHHbIM MpeacTaBuTeNeM,
MeOUUMHCKUM paboTHMKOM, nNubo dopmupyeTca B popme 3NeKTPOHHOro AOKYMEHTa, MOAMUCAHHOIO rpaxaaHUHOM,
OOHUM M3 poaMUTENEN UMM MHBbIM 3aKOHHbIM MpeAcTaBUTENneM C MUCMONb30BaHUEM YCUMEHHOW KBannuuumpoBaHHON
3NIEKTPOHHON MOAMNWCU WM MPOCTON  3NEKTPOHHOW MOAMNMWCU  MOCPEACTBOM  MPUMEHEHUS €OWHOW  CUCTEMB
naeHTuurkaumm un  ayteHTudukaumn, a Takke MeAWUMHCKMM paboTHMKOM C  MCMOMb30BaHWEM  YCUIIEHHOW
KBanM@UUMPOBaHHOW 3NeKTpoHHOW noanucn. WHdopmupoBaHHoe A0OpOBONbHOE cornacMe Ha MeauUMHCKoe
BMeLlaTenbCTBO MMM OTKa3 OT MEeOUUMHCKOrO BMellaTenbCTBa OAHOM0 W3 poauTernen Unu MHOro  3aKOHHOMO
npeacTaBuUTENs NULA, yKasaHHOro B YacTu 2 HACTosLLeN cTaTbh, MOXET BbITb ChopMnpoBaHO B bopMe 3MEKTPOHHOrO
OOKYMEeHTa Nnpu HanmyMm B MeAMLMHCKON OKYMEHTauun naumeHTa cBe4eHni 0 ero 3akoHHOM npegcrasutene.”;

5) yactb 5 cTatbu 22 N3NOXNTL B CrieayoLwen pegakumm:

"5. MaumneHT nMbo ero 3akOoHHbIA NpeacTaBUTENbL UMEET MpaBO MO 3anpocy, HanpaBNeHHOMY B TOM 4ucrie B
ANEeKTPOHHOW dhopMe, Nony4vaTb OTpaxatolue COCTOSIHUE 340pOBbS NauMeHTa MegUUUHCKUE OOKYMEHTbl (UX Konuu) u
BbIMUCKN U3 HUX, B TOM 4Yucne B POpMe 3ANEKTPOHHbLIX AOKYMEHTOB. [Mopagok n cpoku npefocTaBreHns MeauLMHCKUX
OOKYMEHTOB (MX KOMWM) W BbIMUCOK W3 HUX YCTaAHaBMMBAKTCS YMOMHOMOYEHHbIM dedepanbHbiM  OpraHoM
WCMONHNTENBHON BNacTun.";

6) yactb 8 cTaTbu 34 U3NOXUTL B CrieaytoLLen pefakuun:

"8. OpraHusaumsi okasaHusi BbICOKOTEXHOMOrMYHON MEOULMHCKON MOMOLLM OCYLLECTBNSAETCA C NPUMEHEHNEM
€OWHOW roCcyAapCTBEHHON WH(OPMAaLUMOHHOW CUCTEMbl B cdepe 34paBOOXPaHEHUs B MNOpsake, YCTaHOBMEHHOM
YNOMHOMOYEHHbIM heeparnbHbIM OpraHOM UCMOMHUTENBbHOW BNacTu.";

7) OONONHUTL CTaTben 36.2 crieQyoLLero coagepXXaHus:
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"Ctatba 36.2. OCOBEHHOCTUM MEAMUMHCKOM TMOMOLLM, OKa3blBAEMOW C MNPUMEHEHUEM TeneMeaAnLMHCKUX
TexXHonormm

1. MeauumHcKkasi MOMOLLL C NPUMEHEHUEM TeNnemMeauUMHCKMX TEeXHOMOrM opraHuM3yeTcsl M OKasbiBaeTcsl B
nopsigke, YCTAHOBIIEHHOM  YMONTHOMOYEHHbLIM hbefeparnbHbiM  OpraHOM  MCMOSHUTENBHOM BractTu, a Takke B
COOTBETCTBMM C NopsiaKkaMy okasaHust MeauLMHCKOM MOMOLLIM U Ha OCHOBE CTaHOapTOB MeAMLNHCKON NOMOLLN.

2. KOHCyHbTaLlMIA nauyneHTa unn ero 3akOHHOro npencrasutena meauumHCKUM pa60Tan<0|v| C npumeHeHnem
TeneMeanuMHCKUX TEXHOMOTNNI OCYyLLEeCTBNAITCA B Liendax:

1) npodumnakTvku, cbopa, aHanusa xanob nauvMeHTa W [aHHbIX aHamHes3a, OUeHKM 3dEeKTUBHOCTU
neyYyebHO-AMarHoCTUYECKNX MEPONPUATUIA, MEAULIMHCKOrO HABMI0AEeHMS 3a COCTOSIHEM 300PO0BbS NALMEHTa;

2) NMPUHATNA peLLUEHNA O HeobxoaMMocCTun npoeeageHna o4HOro npunema (OCMOTpa, KOHcy.I'IbTaLI,I/lM).

3. lMpn npoBegeHMM KOHCYNbTaUMn C NPUMEHEHWEM TeneMeauLMHCKMX TEXHOMOrMi nevyawum BpavyoM MOXET
OCYLLECTBNSATLCA KOPPEKLUMS paHee HasHa4YeHHOro feyYeHus npu yCnoBuMM YCTAHOBMNEHUS UM AMarHo3a M HasHa4veHus
neyeHWs Ha O4YHOM Mnpueme (OCMOTPeE, KOHCYNbTauun).

4. OuctaHUMOHHOEe HabnodeHVWe 3a COCTOSIHMEM 300POBbS MauMeHTa HasHayaeTcs NeyaluMm BpayoM mnocre
OYHOro nMpuema (OCMOTpa, KOHCyMbTauumn). [MCTaHUMOHHOE HabMiogeHue OCYLLECTBISIETCA HA OCHOBAHUM AaHHbIX O
nauueHTe, 3aperncTpUMpoBaHHbIX C MPUMEHEHWEM MEAULMHCKUX W3OEenuin, npeaHasHadeHHbIX AN MOHWUTOPUHra
COCTOSIHUA OpraHu3Ma 4ernoseka, M (MMM) HA OCHOBAHUWM [OaHHbIX, BHECEHHbIX B E[MHYI T[OCYdapCTBEHHYIO
MHOPMALIMOHHYIO cucTemy B cdhepe 30paBOOXpPaHEHUs, UMW FOCYAapCTBEHHYO MHOPMALIMOHHYIO cUcTeMy B cdepe
3apaBooxpaHeHus cybbekta Poccuiickot ®degepauun, WM MEOUUMHCKYIO MH(OPMALMOHHYH CUCTEMY, WK
MHOPMaLIMOHHbIE CUCTEMbI, YKasaHHble B YacTu 5 ctatbk 91 HacToswero ®enepanbHOro 3akoHa.

5. MNpvMeHeHWe TenemMeauUMHCKUX TEeXHOMOruiA Mpu OKasaHWM MEAMLMHCKOW MOMOLLM OCYLLEecTBRseTcs C
cobntogeHvem TpebGoBaHMI, YCTaHOBMNEHHbLIX 3akoHoaaTenbcTBoM Poccuiickoit degepaumm B o6nactu nepcoHanbHbiX
OaHHbIX, 1 cobniogeHnem BpavebHol TaliHbl.

6. B uenax naeHTUdMKauum U ayTeHTUMUKALUMN YY4aCTHUKOB AUCTAHLMOHHOIO B3aMMOAEWCTBUSA MPU OKasaHuu
MEOULUMHCKOA MOMOLWM C  MNPUMEHEHUEM TeNeMeaULMHCKUX TEeXHONMOTMMiA  UCMoNb3yeTcs eauHas cucTema
NOeHTUUKaLMKN U ayTEHTUDUKALIMN.

7. [okymeHTMpoBaHME MWHGoOpMauun o6 oOKasaHMM MeAUMUMHCKOM MNOMOLWM NauMeHTy C MNPUMEHEHNEM
TenemMeguUMHCKUX TEXHOMOMMIA, BKNoYasa BHECEHNE CBEAEHUIN B €ro MeAMLMHCKY0 AOKYMEHTaLUuo, OCYLLECTBISETCS C
NCMNoMb30BaHWEM YCUMNEHHOW KBanMdULUMPOBaHHOW 3NEKTPOHHOW NoANMCYM MeQULMHCKOro paboTHuka.";

8) absau nepebit _yactn 4 cratbu 37 nocne croB "CrtaHgapT MeAMUMHCKOM nomolwm paspabatbiBaeTtca”
JOMONMHUTL crnoBamu "B MOpsSiAKE, YCTAHOBIIEHHOM YMOIHOMOYEHHbIM doefeparnbHblM OPraHoOM  WCMONTHUTENbHOM
Brnactun,";

9) nyHKT 4 YacTu 2 cTatb 73 U3NOXUTb B CneayloLen peaakumm:

"4) HasHa4yaTb JleKapCTBEHHble MpernapaTbl B MNOpPsAKe, YCTAHOBMIEHHOM YMOSIHOMOYEHHbIM beaepanbHbIM
OpraHoM UCMOMHUTENBLHOW BNacTu;";

10) B nyHKTe 6 Yactu 1 cTatbu 74 CNoBO "BbINUCLIBATL" 3aMEeHUTb CrioBamu "BblaBaTth peuenTbl Ha";

11) B cTatbe 78:

a) OYHKT 3 U3NoXuTb B crieyloLlen peaakumu:

"3) BblgaBaTb MEOULMHCKME 3aKMioYeHUsl, CnpaBKX, PeLEnTbl Ha NeKapCTBEHHbIE NpenapaTtbl U MeOuLUHCKME
usgenua Ha OymaxHoMm HocuTene u (MnM) C cornacus nauuMeHTa WM ero 3akoHHOro npeacrasutens B dopme

ANEKTPOHHbIX OOKYMEHTOB C UCMNOJ1Ib30BaHMEM yCI/IJ'IeHHOIZ KBaJ'II/IC*)I/ILI,I/IpOBaHHOVI 3HeKTpOHHOI7I noanncm MeguLumHCKOro
pa60THl/|Ka B nopdake, yCtTaHOBJ1€EHHOM YNOJIHOMOYE€HHbIM (bep,epaanblM opraHom MCNONHUTENLHON BnacTu;";
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®epepanbHbIli 3akoH oT 29.07.2017 N 242-33
"O BHECEHWUN U3MEHEHWI B OTAESbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuiickoli ®epepaumnn no ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 25.11.2019

0) OYHKT 5 U3NoXxuTb B CreayoLLen pegakuuu;

"5) cozgaBatb MeAULMHCKME MHAOPMALMOHHLIE CUCTEMbI, COAepXalme AaHHble O naumeHTax, o6 okasbiBaemow
UM MEOULMHCKOWM MOMOLUMN, O MEAMUMHCKON AeATENbHOCTU MeAMLIMHCKUX OpraHu3aumii ¢ cobniogeHnem TpeboBaHui,
YCTaHOBIEHHbIX 3akoHoaaTenbcTBOoM Poccuiickon depepaumm B 0b6nact nepcoHasnbHbIX AaHHbIX, U cobnoaeHnem
Bpa4yebHOM TalHbL.";

12) ctaTbio 91 M3NoXUTbL B CneayoLen peaakuuu:
"Crtatba 91. IHpopmaumnoHHoe obecneveHune B chepe 3apaBoOXpaHeEHMs

1. WHdopmaunoHHoe obecneyeHne B cdepe 30paBOOXPaHEHWUs OCYLLEeCTBMASETCA MOCpedcTBOM CO3[aHus,
pasBuTMSa U 3KcnnyaTauun cpeaepanbHbIX FOCY4apCTBEHHbIX MHPOPMALMOHHBIX CUCTEM B cdhepe 34paBoOOXpaHeHMs,
MHOPMALIMOHHBLIX CcUCTEM B cdpepe 3apaBooxpaHeHuss PepepanbHoro doHaa 06a3aTenbHOro  MeAMLUHCKOro
CTpaxoBaHUs W TeppuTopuanbHbiX (OHOOB 0083aTEeNbHOTO  MEOWMLUMHCKOrO CTpPaxoBaHWUsl, TOCYAapCTBEHHbIX
MHOPMALMOHHBIX cuUcTeM B cdepe 3gpaBooxpaHeHust cybbektoB Poccunckon ®egepauuun, MeAUMLMHCKAX
WHAOPMALIMOHHBIX CUCTEM MEOUUMHCKUX OpraHuM3aumin, MHPOPMAaLMOHHBIX CUCTEM dhapMaLeBTUYECKUX OpraHu3aLummn
(Banee - MHpOPMaLUMOHHbIE CUCTEMBI B chepe 30paBOOXpaHeEHMs).

2. B MH(popMaUUOHHbIX cucTemax B cdepe 30paBOOXPaHEHUS] OCYLLECTBNATCA cbop, xpaHeHue, obpaboTka u
npegocTaBneHne MHopmaumm ob opraHax, OpraHM3auusax rocygapCTBEHHOW, MYHUUMMANbHOW U 4acTHOW CUCTEM
3[paBooOXpaHeHnsi 1 06 OCyLLECTBNEHUM MEAMNLIMHCKOM U NHOW OeATENbHOCTM B chepe oxpaHbl 3a40poBbsi. ObpaboTka
nepcoHanbHbIX AaHHbIX B MHOPMAaLUMOHHBIX cucTemMax B cdpepe 34paBOOXpaHEHUs! OCYLLECTBSIETCA ¢ cobnoaeHnem
TpeboBaHW, yCTaHOBMEHHbIX 3akoHopaTenbcTBoM Poccuiickon ®egepaummn B obnactu nepcoHanbHbIX AaHHbIX, U
cobntogeHnem BpayebHON TalHbl.

3. OnepaTopamn WHMPOPMALMOHHLIX CUCTEM B cdepe 30paBOOXPaHEHUST SABNSAOTCA  YNOJIHOMOYEHHbIN
degepanbHbli OpraH WUCNOSTHUTENbHOW BRacTW, WHble diefepanbHble opraHbl UCMOMHUTENbHOW BRacTn B cdpepe
OoXpaHbl 340pOBbA W WX TeppuTopuarnbHble OpraHbl, OpraHbl MCNOMHWUTENbHOM Bnactn cybbekta Poccuiickon
depepaummn, ynonHOMOYEHHbIE BbICLLIMM MCMOMHUTENbHBIM OpPraHoOM rocyapCTBEHHOW BnacTn cybbekta Poccuickoi
denepaumm Ha cosfaHuve, pasBUTME U IKCMnyaTauumilo rocygapcTBEHHOW WHMOPMAUMOHHOM CUCTEMbl B cdepe
3gpaBooxpaHeHus cybobekta Poccuinickon Pepepaumm (ganee - ynorIHOMOYEHHbIE OpraHbl WCMOSHUTENbHOW BacTu
cybvekta Poccwuiickon ®epepaumun), opraHmsauum, HasHaYeHHblE YKa3aHHbIMW OpraHamu, OpraHbl YyrnpaBleHus
depepanbHoro ¢oHda obA3aTeNbHOrO0 MEOMUMHCKOrO CTpaxoBaHus U TeppuTopuanbHbiX (POHAOB 00A3aTenbHOro
MEeOULMHCKOIO CTpaxoBaHUA B 4acTW, Kacawlencs nepcoHNMUUUPOBAHHOIO y4yeTa B cucTemMe 006a3aTenbHOro
MeOULMHCKOro CTpaxoBaHUs, MeAMLUHCKME opraHn3auumn 1 papMmaueBTUYecKne opraHusauum.

4, TpeboBaHusi K rocygapCTBEHHbIM MH(OPMALMOHHBIM cUcTeEMaM B cdiepe 34paBOOXpPaHEeHUs cybbekToB
Poccuiickon  depepauun, MeAUUMHCKAM  MH(OPMAUMOHHLIM  CUCTEMAM  MEAUMUMHCKMX  OpraHusauum U
WHOPMALIMOHHBIM cucTeMaM dhapmaLeBTUYECKMX OpraHu3auuin yCcTaHaBnmMBaloTCA YNOMHOMOYEHHbIM dhedepanbHbIM
OpraHoM UCMOMHUTENBHOW BNAacTu.

5. NHble MHOPMaLUMOHHbIE CUCTEMBI, MpedHa3HavYeHHble ansa cbopa, xpaHeHus, 06paboTkn 1 NpefocTaBneHus
MHOpMaLMK, KacalLLencs AeaTenbHOCTU MeQULMHCKUX OpraHM3auni u npegocTaBngeMblX UMW yCnyr (ganee - nHble
WH(OPMALMOHHBIE  CUCTEMbI), MOryT B3aMMOAENCTBOBATb C  WH(MOPMAUMOHHBIMM  cucTemamm B cdepe
3[paBOOXpaHEHNsT N MEeQULMHCKAMU OpraHuM3auusMu B Mopsiake, Ha YCMoBMSIX M B COOTBETCTBUM C TpeboBaHusMMU,
ycTaHoBneHHbIMU NpaBuTtensctBoM Poccuiickon ®epepauun.

6. WHble WHGMOPMALMOHHBIE CUCTEMbI MOAKMOYAKTCA K €OWHOW rocyaapCTBEHHOM cucteme B cdepe
34paBOOXPaAHEHNS YMOMHOMOYEHHbIM defeparnbHbiM  OpraHoM WCMOSMIHUTENBHONW BRACTM U K €OWHOW CUCTEME
noeHTuprkauum  un - ayteHtudukaumm degepanbHbIM - UCNONHUTEMNBHBIM — OPraHOM  FOCYJapCTBEHHOW  BriacTw,
OCYLLECTBMAKLWMM (PYHKUMM MO BbipaboTke M peanusaumu rocygapCTBEHHOW MOMUTUKA M HOPMaTUBHO-MPaBOBOMY
perynmpoBaHuio B cdpepe NMHPOPMaLIMOHHbIX TEXHONOMMA.";

13) pononHute ctatben 91.1 cneayroLlero cogepxaHus:

"Crtatba 91.1. EamHas rocygapcTBeHHas MHOPMaLMOHHas cuctema B cpepe 34paBooxpaHeHus
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®epepanbHbIli 3akoH oT 29.07.2017 N 242-33
"O BHECEHWUN U3MEHEHWI B OTAESbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuiickoli ®epepaumnn no ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 25.11.2019

1. B uensix obecneveHuss AocTyna rpaxaaH k ycrnyram B cdpepe 34paBOOXpaHEHUsI B 3NEKTPOHHOW ¢hopme, a
TakKe B3aMMOAENCTBUS WMHMOPMALIMOHHBIX CUCTEM B cdepe 34paBOOXPaHEHMs YMOMHOMOYEHHbIM eaepanbHbIM
OpraHoM WCMOMHWTENBHOW BMNacTX CO34aeTcs, pas3BMBaeTCs W 3KCMNyaTUpyeTcs eauHasl rocygapcTBeHHast
MH(OPMaLMOHHas cucTema B cdepe 3gpaBooXpaHeHns (ganee - eamHasl cuctema).

2. lNonoxeHwe O edMHOM cUCTeMe, B TOM 4YUCre NOPSAOK AOCTyna K WMHgopmauum, coaepallenca B Hen,
nopsgok W CPOKU MNpeAcTaBneHus UWHdopmaumy B e€OVMHYI CUCTEMY, MOpsAdok oOMeHa wHdopmauven c
NCnonb30BaHNEM eQuHON cucTeMsl, yTBepxaaetcs NpaButenscteoM Poccunckon ®egepaumn.

3. EanHas cuctema BKNoYaeT B cebs:

1) cBegeHusi, copepxawmecs B deaepanbHbiX MHAOPMAUNOHHBIX CUCTEMax B cdepe 34paBOOXPaHEHMs,
denepanbHbix 0asax AaHHbIX K dedepanbHbIX perncTtpax B cdepe 34paBOOXPaHEHWs, BeAEHWE KOTOpbIX
ocyulecTendeTcAa YynoJIHOMOYEHHbIM cbe,uepaanblm OopraHom MCMNONMHUTENbHOW BMAcTU C WUCMNONb30BaHUEM e,EI,I/IHOVI
CUCTEMBI;

2) cBedeHnss 0 MeAMLIMHCKUX OpraHv3aumsx, 3a UCKIIYeHNEeM MEeAUNLMHCKUX OpraHv3auuin, noaBedoMCTBEHHbIX
dedepanbHbIM OpraHaM WCMOSTHUTENbHOW BracTu, B KOTOPbIX dhedepanbHbIMKU 3akOHaMy npegycMoTpeHa BOeHHas
cnyx6a unu npupaBHeHHas K Her crnyx6a;

3) ykasaHHble B cTaTbe 93 HacToswero degepanbHOro 3akoHa CBEAEHMSI O Nuuax, KoTopble y4yacTBYWOT B
OCYLLIECTBNEHNN MEAULIMHCKOW AeATENbHOCTY;

4) YKa3aHHble B CTaTbe 94 HacTosiero CDep,epaanoro 3akoHa 1 obe3nnyeHHble B nopsaanke, yCraHOBJ1€HHOM
YNONTHOMOY€E€HHbIM cbe,qepaanblM opraHom WCMNONHUTENBbHON BfacTU MO COrnacoBaHuiO C cbe,u,epaanuM opraHom
WCMONHUTENBbHON BNacTu, OCyLLEeCTBITALWNM beHKLI,VIVI No KOHTPOJIKO WU HaA30py B ccbepe cpencrte MaccOBOW
VIHq‘JOpMaU,VIVI, cBefeHnda o numuax, KOTopbliM OKa3blBaeTCA MeAuLUMHCKada noMollb, a TakkKe O nnuax, B OTHOLUEeHUMU
KOTOPbIX NpoBOAATCA MeaNUNHCKUE 3KCNepTu3bl, MeaANUNHCKME OCMOTPbI U MeANUUHCKUE OCBUOETEeNIbCTBOBAHUA,

5) cBegeHUss 0 MeOWMUMHCKON [OKYMEHTauuWu, Mo COCTaBy KOTOPbIX HEBO3MOXHO OMNpedennTb COCTOsIHME
30pOBbS rpaxaaHuHa, U CBeOeHUsl 0 MeaNLUMHCKON opraHu3aumu, B KOTOPO MeavUMHCKasi AOKYMeHTauus cosaaHa v
XpaHuTCS;

6) cBedeHUs cTaTUCTMYECKoro HabniofeHust B cpepe 30paBOOXpPaHEHUs, a Takke CBOAHYI aHanuTUYecKyto
MHOpPMaLIMIO NO BONPOCaM OCYLLECTBIEHNS MeAULMHCKON AesATENbHOCTU 1 OKa3aHUst MeaULIMHCKON MOMOLLK;

7) cBeaeHust 06 opraHM3aunm okasaHusi BbICOKOTEXHONOMMYHON MeANLMHCKOM MOMOLLM;

8) cBefeHus1, Heobxoanmble Ans OocyLlecCTBneHna MOHUTOPUHIa N KOHTPONA B cd)epe 3aKYyMnoK JNeKapCTBEHHbIX
npenapartoB And obecneyenus roCcygapCTBEHHbIX 1 MyHULUNAIbHbIX HYX;

9) cBegeHua o6 opraHu3auum obecnedeHuss rpaxgaH IeKapCTBEHHbIMU npenapataMmy Ansi MeOULMHCKOro
NPUMEHEHUS!, MEOULUMHCKUMU u3genuamu  (M3genuammn  MeguuMHCKOro Ha3HadeHus) U crneumanvM3mpoBaHHbIMU
npogykTamm neyebHOro MUTaHMs B COOTBETCTBMU CO cratben 6.2 PepepanbHoro 3akoHa ot 17 wonsa 1999 roga N
178-03 "O rocygapcTBeHHOWM coumanbHon nomowymn”, nyHktamm 19 n 20 4yactu 1 ctaten 14, ctatbent 44 n NyHKTOM 5
yacTu 2 ctatbm 81 HacToswero PegepanbHOro 3aKoHa;

10) knaccudmkaTopbl, CIPaABOYHUKM N MHYIO HOPMATUBHO-CNPaBOYHY0 MHpOpMaLMIo B cchepe 34paBoOXpaHeHus,
nepeyveHb, NOpPsiAOK BEOEHWS U UCMONb30BaHWUS KOTOPOW OMNPELEnstoTCs YNONHOMOYEHHbIM chefepanbHbiM OpraHoM
NCMNOMHUTENBHOW BNacTu.

4. EguHas cuctema obecneumBaeT BegeHne denepasnbHbIX PErMcTpoB, NPeayCMOTPEHHbIX YacTbio 2.1 cTtaTbm 43,
yacTtamu 4, 8 ctatbn 44 HacToswero defepanbHOro 3akoHa, cratben 24.1 3akoHa Poccuiickon depepaumm ot 15 mag
1991 roga N 1244-1 "O coumanbHOW 3awuTe rpaxanaH, NoABEPriuMXCs BO3AENCTBMIO paguaumm BCReacTBue
kaTtacTtpodbl Ha YepHoObInbeko ASC".

5. EanHasa cuctema obecnedmBaeT BO3MOXHOCTb NPEeAOCTaBMNEHMS rpaxaaHam ycnyr B cdhepe 30paBOOXpaHeHUs
B 9MEKTPOHHOM (bopMe NOCPEeACTBOM €AUHOrO nopTarna rocygapCTBEHHbIX U MyHULUNANbHbLIX YCIyr, NepedeHb KOTOPbIX
yTBepxaaetcs NpasutensctBom Poccuiickon ®epeparmu.
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®epepanbHbIli 3akoH oT 29.07.2017 N 242-33
"O BHECEHWUN U3MEHEHWI B OTAESbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuiickoli ®epepaumnn no ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 25.11.2019

6. MNMocTaBwmKkaMmmn MHopMaLnn B €QUHYI0 CUCTEMY SBASIOTCA:
1) ynonHoMouYeHHbIN dheepanbHbIi OpraH UCMOMHUTENBHONW BRacTy;

2) dbepepanbHble OpraHbl UCMONHUTENBHON BriacTu B cdpepe oxpaHbl 340POBbsl U UHble dbefeparbHble OpraHbl
WUCMONMHUTENBHON BNacTu B COOTBETCTBUM C NOJNTHOMOYNAMU, YCTaAHOBJIEHHbIMU 3akoOHOOATEeNIbCTBOM Poccuinckon
depepauuy;

3) PepepanbHbIn hoHA 0693aTENBHOrO MEAMLIMHCKOIO CTPaxoBaHWs 1 TepputopuanbHblie hoHabl 0683aTenbHOro
MeOMUMHCKOro cTpaxoBaHusi, [leHcuoHHbln ¢oHa Poccuiickon ®Pepepaunn, PoHO coumanbHOro CTpaxoBaHWS
Poccuiickon depepauuu;

4) ynonHOMO4Y€EHHbIE OpraHbl UCMOMHUTENBHON BriacTu cybbekTa Poccuiickon Penepaumu;
5) opraHbl MECTHOIO CaMoyrnpaBreHUs, OCyLLECTBASAIOLLME NOMTHOMOYMS B chepe oxXpaHbl 340POBbS;
6) MeguuUMHCKMe opraHnsaumm u dapMaueBTUYECKNe opraH3aumu;

7) opraHu3aumu, siBNaLLMEcs onepaTopamm UHbIX MHPOPMALMOHHBLIX CUCTEM, YKa3aHHbIX B Yactu 5 ctatbn 91
HacTosiwero PegepansHOro 3akoHa.

7. Monb3oBaTtenamMuM WHgoOpMauuM, coaepxalwencs B eOUHOW CUCTeMe, SIBMSIOTCA OpraHbl M opraHusauum,
yKa3aHHble B YacTu 6 HaCTosLWEeN cTaTbM, a Takke rpaxnaHe.

8. [octyn K MHdopmauun, coaepallenca B eAMHON cUcTeMe, NpefocTaBnseTcs nocraBLlukam nHgpopmaumm B
€OVHYI0 CUCTEMY, a TaKke opraHam W opraHv3auusiM, SBRSOWMMCS MNofb3oBaTensiMM eaMHON CUCTEMBbI, B
COOTBETCTBMM C MX KOMMETEHUMEN, YCTAHOBIEHHON befepanbHbIMU 3aKOHAMU U MPUHATLIMW B COOTBETCTBMU C HUMMU
HOpMaTMBHbIMM MpaBoBbiMM akTamu [lpeangeHta Poccuiickonn ®egepaumm un  [lpaeButenbctBa Poccuiickon
depepaymn.”;

14) B cTatbe 92:
a) YacTtb 1 M3NoXnTb B CriefyoLwen pegakumm:;

"1. NMpw ocyLecTBNEHUN MEANLINHCKON AeATENbHOCTU BEAETCH YYeT NepCoHanbHbIX AaHHbIX NUL, Y4acTBYHOLNX B
OCYLLECTBMEHUN MEOMLMHCKOW OESATENbHOCTU, NUL, KOTOPbIM OKa3blBAaeTCA MeAuUMHCKas MOMOLLb, a Takke vy, B
OTHOLUEHMU  KOTOPbIX MPOBOOATCA  MEOUUMHCKUE  3KCNepTu3bl, MeOUUMHCKME OCMOTPbl W MeOUUUHCKME
OCBMOETENLCTBOBAHUSA (fanee - NepCoHMPUUMPOBAHHbIN y4eT).";

6) B YacTu 2 cnoea "onepatopbl MHPOPMALMOHHBLIX CUCTEM, YKa3aHHble B YacTu 2 ctaTbl 91" 3aMeHUTbL crnoBamu
paTop p Y
"onepaTtopbl MHHPOPMAaLIMOHHbLIX CUCTEM B cdhepe 34paBOOXpaHeHUs, ykasdaHHble B YacTn 3 ctatbh 91";

B) YacTb 4 U3NOXUTb B CeAyoLLen pegakuuu;

"4, Tpn BegeHWM NEepcoHUPULMPOBAHHOIO YyyeTa [AOMKHbl obecneumBaTbCa  KOHMOUOEHUMANbHOCTb
nepcoHasnbHbIX OaHHbIX JIML, KOTOPblE Y4YacTBYKT B OCYLLECTBEHWM MEOMLMHCKON OEATENbHOCTM, WL, KOTOPbIM
oKa3blBaeTCs MeAMUMHCKasi MoOMOLb, a Takke Iuu, B OTHOLUEHWM KOTOPbIX NMPOBOAATCS MeOMLMHCKME 3KCMEepTU3bl,
MeAMLMHCKME OCMOTPbI U MEOAULMHCKNE OCBUAETENbCTBOBAHUSA, U 6€30MAaCHOCTb YKa3aHHbIX MepCOoHarnbHbIX AaHHbIX C
cobnitogeHnem TpeboBaHWi, YCTaHOBMNEHHbLIX 3akoHogaTenscTBoM Poccuiickon degepauun B 06ractu nepcoHanbHbIX
JaHHbIX.";

15) B cTatbe 93:

a) B HauMeHoBaHuWM croBa "B OKasaHUM MeAWMLUMHCKMX ycryr" 3aMeHUTb CcnoBamum "B OCYLLECTBIIEHUN
MeaULIMHCKON OeATenbHOCTU",;

0) B abGs3aue nepsoM crnoea "B OKa3aHMM MEOUUMHCKMX YCIyr' 3aMeHUTb CrioBamu "B OCYLLECTBIIEHUU
MeauLNHCKON aeaTenbHoCcTn";
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®epepanbHbIli 3akoH oT 29.07.2017 N 242-33
"O BHECEHWUN U3MEHEHWI B OTAESbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuiickoli ®epepaumnn no ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 25.11.2019

B) OYHKT 11 M3NOXMWTb B CreaytoLen peaakumu:

"11) cBeaeHust 06 obpa3oBaHMM, B TOM YnUChe AaHHble 00 opraHM3aumsix, OCyLLEeCTBAAIOWMX 0Opa3oBaTenbHYo
[esaATenbHOCTbL Mo peanu3aumm npodeccuoHanbHbIX obpasoBaTeNibHbIX NporpamMm MeAuUMHCKOro obpasoBaHus, o
JokymeHTax o6 obpasoBaHum n (unu) o kBanudwmkaumm, O AOroBOpe O LeneBoM oODydyeHun, a Takke AaHHble O
cepTudukarte cneumanncta Unn akkpeantTauum cneumnanucra;”;

r) B OyHkTe 12 cnoBa "okasblBalowen MeguunHckue ycnyrn" 3amMeHuTb crnoBamu "OCyLLecTBASHoLEN
MeaULMHCKYI0 AeaTeNbHOCTL";

4) B nyHkTe 13 cnoBa "okasbiBalLWen MeauumMHCKME Yycnyrn" 3aMeHuTb CroBamMu  "OCYyLLECTBNAOLLEN
MEeAULMHCKYI0 AeATENbHOCTL";

€) OONOMHWTL NYHKTOM 14 criegytowero cogepkaHus:

"14) cBegeHus O YNEHCTBE B MEOULMHCKUX MPoecCnoHanbHbIX HEKOMMEPYECKNX OpraHn3aumsax, YkasaHHbIX B
cTtatbe 76 HacToswero deaepanbHOro 3akoHa (Npu Hanu4uum).";

16) B cTatbe 94:
a) HauMeHOBaHVEe U3MNOXWTb B CReayoLen pegakumm:

"Ctatbs 94. CBefeHus 0 nmuax, KOTopbiM OKa3blBaeTCs MeAULMHCKasi MOMOLLb, a Takke O Nnnuax, B OTHOLLEHUN
KOTOPbIX NpoBOAATCA MeaANLUNHCKMUE 3KCNepTn3bl, MeaANUNHCKME OCMOTPbI U MeaAUNLMNHCKNE OCBI/Ip,eTeJ'IbCTBOBaHVIﬂ";

6) B 263aLle nepBoM croBa "okasbiBalOTCA MEQULMHCKUE YyCIyrn" 3aMeHUTb CrioBaMm "okasbiBaeTcs MeauumHCKas
MOMOLLIb, @ TaKkKke O Nnnuax, B OTHOLUEHUN KOTOPLIX MPOBOAATCA MeOULMHCKUE SKCMEPTU3bl, MEOULUMHCKME OCMOTPLI U
MeaULIMHCKME OCBUAETENbCTBOBAHUSA";

B) B OyHKTe 14 cnosa "okasaBlLlen MeUUMHCKMe ycryrn" 3amMeHuTb CroBamm "OCyLLeCcTBASIOWEN MeOULMHCKYIO
[eATenbHOCTL";

r) nyHKT 18 n3noxunTb B cnegylowen pegakumm:
"18) o6 bem oka3aHHOWM MeAMLIMHCKOM NMOMOLLY, BKIoYasa cBefeHus 06 okaszaHHbIX MegUUUHCKMX ycnyrax;";
4) OYHKT 21 n3noXnTb B cCnegyoLwen pegakumm:

"21) cBedeHMss O MpPOBEAEHHbIX MeOWLUMHCKMX 3JKCTepTu3ax, MeAMUMHCKUX OCMOTpaxX W  MeOULMHCKMX
0CBUOETENbCTBOBAHUSX U UX pe3ynbTathl;";

€) B OyHkTe 23 cnosa "MeAuLUMHCKYI ycnyry" 3aMeHWTb cnoBamu "MeAVLMHCKYI0 MNOMOLLb, NPOBOAMBLUMX
MeOULMHCKNE 3KCNePTU3bl, MEAULIMHCKME OCMOTPbLI U MEANLIMHCKME OCBUAETENLCTBOBAHUA".

CraTtbna 4
1. Hactosawmn ®egepansHblin 3akoH BCTynaeT B cuny ¢ 1 aHBaps 2018 roga.

2. MNonoxeHns ctatbun 26 PegepansHoro 3akoHa oT 8 saHBapa 1998 roga N 3-®3 "O HapkoTU4ecknx cpeacTeax u
NCUXOTPOMHBIX BellecTBax" (B pedakuumn Hactoswero ®enepanbHOro 3akoHa), crater 4 n 6 degepanbHOro 3akoHa ot
12 anpenst 2010 roga N 61-®3 "O6 obpaleHnn nekapcTBeHHbIX cpeacTts” (B pedakumm Hactoswero degepanbHOro
3aKkoHa), nyHkTa 3 ctatbu 78 PepepanbHoro 3akoHa ot 21 Hos6psa 2011 roga N 323-d3 "O6 ocHoBax OXpaHbl 300pOBbS
rpaxgaH B Poccuinckon ®depepaumn" (B pepakumm Hactoswero degepanbHOro 3akoHa) B 4acTuv, Kacawlencs
dopMMpoBaHMS M Bbl4aun peuenToB Ha NeKapCTBEHHble npenapartbl, coAepallne HasHayeHne HapKOTUYECKMX
CpencTB Uy NCUXOTPONHBIX BELLECTB, B DOPME ANEKTPOHHBIX AOKYMEHTOB, NpuMeHsitoTces ¢ 1 sHBaps 2019 roga.

3. MNonoxeHna yacten 3 n 6 ctatbn 91.1 GegepanvHoro 3akoHa ot 21 Hosidpsa 2011 roga N 323-93 "O6 ocHoBax
OoXpaHbl 340poBbA rpaxgaH B Poccuiickon depepauun” (B pegakumm Hactodwero PenepanbHOro 3akoHa) He
npumeHaoTca 0o 1 saHBaps 2019 roga B yacTu, Kacawwencs npefocTaBneHus uHopMauun B eOUHYH0
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®epepanbHbIli 3akoH oT 29.07.2017 N 242-33
"O BHECEHWUN U3MEHEHWI B OTAESbHbIE 3aKOHOAATESNbHbIE aKTbl
Poccuiickoli ®epepaumnn no ...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 25.11.2019

rocy4apCTBEHHY MHGOPMAaLMOHHYIO CUCTeMY B cdepe 34paBOOXpaHeHWs!, B OTHOLLUEHUM MEAMLMHCKUX OpraHM3aLuii
YacTHOW CUCTEMbl 30PaBOOXPAHEHUsl, €ClM Takne MEeOMUMHCKME OpraHv3auuyM paHee He MPUHSNU pelleHns o
npefocTaBneHun MHOPMaLM B yKa3aHHYIO0 CUCTEMY.

MpeangeHT
Poccuiickon denepaunmn
B.MYTNH
Mocksa, Kpemnb
29 nrona 2017 roga
N 242-03
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